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21 CFR Ch. I (4–1–12 Edition) § 16.22 

Subpart B—Initiation of 
Proceedings 

§ 16.22 Initiation of regulatory hear-
ing. 

(a) A regulatory hearing is initiated 
by a notice of opportunity for hearing 
from FDA. The notice will— 

(1) Be sent by mail, telegram, telex, 
personal delivery, or any other mode of 
written communication; 

(2) Specify the facts and the action 
that are the subject of the opportunity 
for a hearing; 

(3) State that the notice of oppor-
tunity for hearing and the hearing are 
governed by this part; and 

(4) State the time within which a 
hearing may be requested, and state 
the name, address, and telephone num-
ber of the FDA employee to whom any 
request for hearing is to be addressed. 

(5) Refer to FDA’s guideline on elec-
tronic media coverage of its adminis-
trative proceedings (21 CFR part 10, 
subpart C). 

(b) A person offered an opportunity 
for a hearing has the amount of time 
specified in the notice, which may not 
be less than 3 working days after re-
ceipt of the notice, within which to re-
quest a hearing. The request may be 
filed by mail, telegram, telex, personal 
delivery, or any other mode of written 
communication, addressed to the des-
ignated FDA employee. If no response 
is filed within that time, the offer is 
deemed to have been refused and no 
hearing will be held. 

(c) If a hearing is requested, the Com-
missioner will designate a presiding of-
ficer, and the hearing will take place at 
a time and location agreed upon by the 
party requesting the hearing, the FDA, 
and the presiding officer or, if agree-
ment cannot be reached, at a reason-
able time and location designated by 
the presiding officer. 

(d) A notice of opportunity for hear-
ing under this section will not operate 
to delay or stay any administrative ac-
tion, including enforcement action by 
the agency unless the Commissioner, 
as a matter of discretion, determines 
that delay or a stay is in the public in-
terest. 

[44 FR 22367, Apr. 13, 1979, as amended at 49 
FR 32173, Aug. 13, 1984] 

§ 16.24 Regulatory hearing required by 
the act or a regulation. 

(a) A regulatory hearing required by 
the act or a regulation under § 16.1(b) 
will be initiated in the same manner as 
other regulatory hearings subject to 
the additional procedures in this sec-
tion. 

(b) [Reserved] 
(c) The notice will state whether any 

action concerning the matter that is 
the subject of the opportunity for hear-
ing is or is not being taken pending the 
hearing under paragraph (d) of this sec-
tion. 

(d) The Commissioner may take such 
action pending a hearing under this 
section as the Commissioner concludes 
is necessary to protect the public 
health, except where expressly prohib-
ited by statute or regulation. A hear-
ing to consider action already taken, 
and not stayed by the Commissioner, 
will be conducted on an expedited 
basis. 

(e) The hearing may not be required 
to be held at a time less than 2 working 
days after receipt of the request for 
hearing. 

(f) Before the hearing, FDA will give 
to the party requesting the hearing 
reasonable notice of the matters to be 
considered at the hearing, including a 
comprehensive statement of the basis 
for the decision or action taken or pro-
posed that is the subject of the hearing 
and a general summary of the informa-
tion that will be presented by FDA at 
the hearing in support of the decision 
or action. This information may be 
given orally or in writing, in the dis-
cretion of FDA. 

(g) FDA and the party requesting the 
hearing will, if feasible, at least 1 day 
before the hearing provide to each 
other written notice of any published 
articles or written information to be 
presented at or relied on at the hear-
ing. A copy will also be provided in ad-
vance if the other participant could not 
reasonably be expected to have or be 
able to obtain a copy. If written notice 
or a copy is not provided, the presiding 
officer may, if time permits, allow the 
party who did not receive the notice or 
copy additional time after the close of 
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